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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. Claims 1, and 4-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
European Patent Application EP 1 048 311 A2 to Yosisuke Teraoka (Teraoka) in view of 
U.S.Patent 5,762,632 to Maxwell Edmund Whisson (Whisson). 

In regards to claim 1, Teraoka teaches a medical needle device with a winged 
shield (Fig. 1, #1) comprising a winged shield (Fig. 1, #7 & 8), that has a substantially 
cylindrical shield tube (Fig. 1, #8) an a pair of wings (Fig. 1, #7), a hub that is inserted 
into an inner bore of the shield tube so as to be movable in an axial direction (col. 2, lines 
22-27), a needle that is mounted to a front end of the hub (Fig. 1, #3), a rear end of the 
hub capable of being connected with an infiision tube (col. 7, lines 43-44) and a tip of the 
needle capable of being stored in the inner bore of the shield tube (col. 2, lines 26-27), the 
needle is inserted into and coupled with a bore of the hub at a front end thereof (Fig. 5, 
#11, 12 - shows the needle 1 1 inserted into the hub 12). 

But Teraoka does not teach wherein at least a part of the hub is made of a material having 
flexibility, wherein that the shield tube and the hub are bendable together at least in a part 
of a range along an axial direction when the needle protrudes from the front end of the 
shield tube and is latched to shield tube. 
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Whisson teaches wherein at least a part of the hub is made of a material having flexibility 
(col. 2, line 36), wherein the shield tube and the hub are bendable together at least in a 
part of a range along an axial direction when the needle protrudes from the front end of 
the shield tube (Fig. 6 shows the extended position of the needle & col. 3, lines 11-16 — 
a flexible delivery tube within a flexible tubular duct are bendable) and is latched to the 
shield tube (col. 4, lines 24-28). 

It would have been obvious to one of ordinary skill in the art at the time of the invention 
to have included the flexible delivery tube and the flexible duct of Whisson as a hub and 
a shield tube, respectively, in the medical needle of Teraoka in order to allow for 
destructive bending or "kinking" of the delivery tube to render the infusion set incapable 
of fiirther use (col. 4, lines 61-64) as explicitly taught by Whisson. 

In regards to claims 2-7, Teraoka, as modified by Whisson teaches the medical 
needle device according to claim 1 (see rejection above), the shield tube is made of 
material having flexibility (col. 3, lines 11-16 — a flexible delivery tube within a flexible 
tubular duct are bendable, the flexible tubular duct is a part of the shield tube); Teraoka 
further teaches wherein the shield tube (Fig. 1, #8) includes an extendable portion that is 
structured to be extendable and confractible (col. 5, lines 24-27), the needle can be moved 
in the axial direction of the shield tube by extending and confracting the extendable 
portion (col. 5, lines 27-29) and the shield tube and the hub are bendable at the 
extendable portion (implied the shield tube, as modified by Whisson, is fiexible, the 
extendable portion of Teraoka is flexible otherwise it could not be extendable thus both 
are bendable); wherein the extendable portion has a plasticity-process accordion-like 
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structure (col. 5, lines 31-35); and when the shield tube and the hub in the inner bore of 
the shield tube are bent together, a minimum radius of curvature at a bent part can be 3 
mm or smaller (implied in the flexible nature of the fluid delivery tube that holds the 
needle, as modified by Whisson, and the bendable accordion structure of the extendable 
member is capable of bending 3 mm or smaller, fiirthermore it would have been obvious 
to one of ordinary skill in the art to chose materials that would optimize the curve to 
allow the patient a greater range of motion such that conscious and unconscious 
movement does not remove the needle or damaging the vein. See MPEP 2144.05 11 A - 
Optimization of ranges). 

Response to Arguments 

3. Applicant's arguments filed 10 July 2009 have been fiiUy considered but they are not 
persuasive. The applicant's argument that there is no reasonable basis to modify the outer tube 
and inner connector tube in Teraoka with the flexible delivery tube and duct of Whisson is not 
persuasive because Whisson provides a reason for the flexible delivery tube such as to render the 
infusion set incapable of fiirther use by kinking the delivery tube, which is in addition to the 
needle retention elements in the base 1 1 . Additionally, if the flexible delivery tube and flexible 
delivery duct of Whisson would not provide adequate support when used in combination with the 
device of Teraoka it would not provide adequate support of the device according to Whisson 
either, because it would continue to fiinction in the same way as it does in Whisson. 

4. Applicant's argument that Teraoka only teaches the injection needle being supported by 
the infusion tube 4 and thus the Whisson delivery tube would not provide adequate support is not 
persuasive. Teraoka states "when the wing 7 and the protector 8 are separately formed and the 
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wing 7 is rotatably attached around the protector 8, a user conveniently can selected the direction 
of the injection needle when sticking the needle into a patient body" (col. 6, lines 51-55), this 
clearly implies that the protector 8 provides support if it is providing directional control while 
sticking the needle into the patient. 

Conclusion 

5. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LARRY R. WILSON whose telephone number is (571)270-5899. 
The examiner can normally be reached on Monday-Thursday 7:00 AM - 5:30 PM (EST). 

7. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin C. Sirmons can be reached on 571-272-4965. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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8. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/LARRY R WILSON/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



